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AA RESULTS OF ELUTION TESTS IN EXAMPLES 4 TO 6 



i— < (57) Abstract: It is intended to provide a pulse elution preparation comprising a core, which contains a physiologically active 
«<J substance and a disintegrating agent, and a elution -con trolling coating, which is provided outside the core to thereby coat the core 
and contains a water-insoluble polymer together with an enteric polymer or a water-insoluble polymer together with a water-soluble 
polymer, to thereby establish pulse elution, wherein sufficient pulse elution can be established particularly in the environment in the 
^ lower part of the digestive tracts having a small moisture content without increasing the content of the disintegrating agent in the core. 
£J Namely, a pulse elution preparation which comprises: 1) a core containing a physiologically active substance and a disintegrating 
Jf^ agent; 2) an enteric coating covering the core; and 3) an clution-controlling film which is a coating covering the enteric coating 
O covering the core and contains a water-insoluble polymer together with an enteric polymer or a water-insoluble polymer together 
|^ with a water-soluble polymer. 
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^^Meor^BtaU, ^^ft8mg/^O=3-^^^bfc 0 
[0066] WmM2) 

y^fy:/~ /W-hy^2000g, h— /V4920g, :?n^7tftfKV3O0Og£Jf 
^»(i00L^-/^-5^-, PfflSftX) fCi^AL-490rpm-C5^P^^Ufc o 
»#^a^490rpm-e?l i -^b^/&^, *8^b^by^l00g£m^£i^C^ 

^y-^4ooog^5t^F fc g(-^Xb, s^-raat^bfco ^^at^*i:^«i^;^;^« 

^x-mtLzn^tzo m%Lvtcmn, ^n^t- K^3oo g> ^u^^/i^^ry/i^b 

y?A180g£, ^I«IteM^a(50L^V^-5^-, WM^T)£fflVvC2 
0rpmr'50^M^b7^o ^LfcM^, n-*y-*Wgg$S(AP-15, *W$;X) 
^fflV^?T^J!E^500kgf-err^b(4. 8mm^4, 8mmR) , $C£#fco 

/P3600g{CtK^^i/^ntVv-fe/Vn-^186g^^b, XTTyviv^ 
^^^62g^tJc$ii:7c3-^>'^^^ES60 c C-eift»L^I^*3mg/^ 

yun— ^510g N 'BlXJ^JVT^— A-34g£ri£#?U ^^90g, ^fb^^56g, 
^T^^Ty^^^iy^^350g^m$^/c3— ^>-^^^M^65°C-e 
tiL, ^^S4, 6, 8, 10, 12, 14mg/^©=- ^^SrMLfdo 
[0067] (^«!|4) ! 
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#3t*C^CiOOI^w<-*3Mf- — , mmmn) K&Ab490rpm-e5#|ia2i'frbfCo 
&f-> *^i£^£490rpm^1^b^<b, *S^I:^hy?A100g£^$^c^ 
^y-^4000g^5t*Sr^^(C^Ab, 557^5£*ftb7i„ ^^it^^^fflfl^^^ 
-C15^F^^U ^^(/^-^/K ^hV) ^ffl V ^lmm 0 ^y^O^^y- 

Orpm-r*50^^^b7to ^bfdffi*^ n-^y-^fiT^(AP- 1 5, «a^X) 
£ffll>Tfr^J£^500kgf-CfTl£b(4. 8mm <J> , 4. 8mmR) , £££#fc 0 
^SOOOg^/^^-^^'^KT^T^-^^SM, 7n^yhSt) f^&AU 
/1^3600g(CtKndrv'^ r ntVHr/H3-^186g^^b, ^xTiJV^^v' 
'>A62g^^t5[$-frrs:=i-^^^^^;m^60r-e'!ftSb, 5:ll3mg/^© 
^^^rJgbfCo 80%3i^y— ^8600g[CtKd^rv'^ > citV^^-yHr^ 
a-^^l>-h560g^.^y-fey^gJKj^^/V-56g^^?b N t°^>-h^>K 
(Itfe^b^, ®Hb?-^ ^/^^)^^)84g^fc^7t3—7 i >i'^^^^ 
?a,g60 t C"ei©Sb N £fc!K*3mg/^<D:n-7V^£JteUio 60%^^/- 
/H250g^tKndriX7 P ntVV'^^7V-fe/Vn— ;*100g£r2g#?U ^l^25g£:5)-fifc£ 
^c^-^^>'^^l&rUa^60rr^Mb^l^*2mg/'^O3-^^^^J6 
bfc 0 ^{d. /HSOOOgib^K^^hLSlOg, :t?vHz/H3— ^90g, & 

t^^>^by^vP108g£^fl?U *A^90g, m&f^ttE. RTf^zrTV^m 

g/^O^^-^^^JgbfCo 
[0068] (^W(J5) 

y^rfyV— /^hy>^2000g % ^r^h— /^4920g, ^a^TKlf K>-3000g^r^ 
#3£M(100L*-^-^-^-, fSgfflffiX) {£gAb490rprrrC5#f^^Lfc o 
a#atma^490rpm-Cm-a-b^^Sfb, 7K^b-7-hi;^^100g^«?^-frrt^ 
*/-/Wi000g£jg;fMftKi&AU 5^-F^^bfCo rcDit^m^fflB^:^;^ 
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0rpm-C50^Pfl^U7t o m&UzmtiL&. n-*y-5£frfi£#&(AP-15, *ffltfcX) 
*fflV>TtT«eH^7500kgf"efi"«eb(4. 8mm * , 4. 8mmR) , 4££#fc 0 

^3000g^^M=>-7 i ^.^a(T^T='-^-48M, yu^hMM) (C&AU 
^^7— /W3600g^tKa^rv / 7 D DtVHr7V'n-^l86g^^L, ^f7'jyi*^> 

3— T&f&MUto 80%^*/— /V8600g^tKddr>C7 B citV^^/V-fe/V' 

/H250gtCfcKn^rv/7°DtV^^/Hr/Vn— ;*100g£r^fj?U ^^25g^^fSc$ 
^fc=-^^^^^?a^60^^i!ftilU^J^*2mg/^=--7 i ^^^Jfe 
UfCo /H3000g|t^--i'K7=3r5/hL510g, ai^/k-fe/na— ^90g, & 

U^^hy:x^/V108g£^fl?U */W90g, BMb^^56g, ROW'Tyi'lfe 
^/VV^A350g^^$^=«-^^?KSrif&^iaS65 , C^i*J»U, &igl*4m 

[0069] (HJg^J6) 

y^fy9— /^hyr7^2000g, -r>-~h— A-4920g s ^n^tf KV3000g?r^ 
#3t»(i00L^-^^-^-^-, P3fflWX) K K AL4 90rpnTC5# FH Lfc, 

y->A180g£, ^mteM^^(50L:?>i/7— * ^#$SJf£0f) SrfflV ^C2 
Orpm-eSO^WS'&Lfeo ^LfdH*££, n-*y-5$fr*£«(AP-15, flfltfcX) 
&fflV^TttteJE*7500kgf''ei ! T&L(4. 8mm*, 4. 8mmR) % $C£#fc 0 
^3000g^^^M=«— ^-r^*(T*T=»— 48SL 7tMVH£3fe) (-&AU 
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/H 250gtCtKndrv/^ p nt°/M^/Hr/Vn— ^lOOg^^L, ?/]^25g3r#ifc£ 
LfCo ifcfc, yH3000gi^-l'K7^hL510g, ^A-fe^n— J*90g, & 

w^mY-y^/viQ&g&mm-, ^/w^90g, mtf-^56 S . Ru^Tv^m - 
[0070] wmm)- 

y^zf^f— /l^-M^i^OOOg, -r>-~h— /l^4920g. ^n^tT K^3000g3Hft 
#^«(100I^-^— *dMf- % PH*jfX) tJUgAU490rpm-C5^W^L-^o 
«^^m^490rpmT^^U^^e s ^SM^W *A100g«rjg#S*fc:* 

^/-/v4ooog^it^tmrt(c:^Au, tt?$tfkmjk. 0 z.&mmm£m^mmk 
x\mmmm^. mtm^y-^s y^h>)&m\<^ximm<t>^y~<D^?v- 
^xmm&ftotco mnvtcm^L, ^n^t-K^3oog, R^-r/i-m^TV^-rh 

0rpmT'50^^^bfCo m&VtimftLZ, n-^y-5£fiT££$S(AP- 15, *W0:X) 
^fflV^Tfr^ffi^SOOkgrettfebte. 8mm 0 „ 4. 8mmRh ^&r#fc 0 

31^/— /V3600gdtKndr^ o ntVHr/l-a -^l86g£*§fi?U ^r7y>^^> 

vj*62g%<frm£tt^-ir^ymzfam&fe6ox;xmB^ ^.mmm S ym<D 

^—v-^^m^o /H3000g^^K7 :3 f.yhL510g, ^/UrA- 

n— ^90g, &t^^^by^5VW108g£*§$?U ^W90g, ^b^^>-56 g ; R 
t/^Ty>^/V^^^350g^^tfc^*fc3-^^^^^M?^65t:T'i!tS 
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U &BI*8, 10, 12, 14mg / /^0=«— ^^SrJgbTho 
[0071] (HifcW) 

^WJl^atbfc^^^mWJe^^pO^if^^^^^fc^Ab^^ir 

.i 

m^±m^u^^mmmm^^--r^3o^miz^^^hv^(o. imL/ani 

mal, s. c. , ^S-S-Lfcc /VV^fflJ^JSrS^UtgU 5, 8X1*241$ IE @ «f 
[0072] (*j-RB0*J4) 

#IH«2T?«3tbfe/"«/l^^»W*yW (^tB^J^^^»12mg) £00^"fe?5^^:/ 
ir/M^Abb^ir/i^Lfco fc*5* ^^7 D -fe/^J^t--^/v^{^PS^b7i 

XhVl/(0. ImL/animal, s. c. )&&$-l,1to /^^»tb«BWSrjft-^bfc|ft, 5, 8 

[0073] #mm~£ti\-£, s</\sxi&m&mwi-zmMmnfem<nftmzMmi^mz& 
[0074] [Bmiaiw:, ttmmi<DMffl(Dmm&Wi&W:&^irh<Dx*$>z> 0 ttmmi<Dmmz 
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^<^7km^m^^^irmmmm^m^m^x^mmx^x, mm 

misnmmn. D^m^mwRx^mmm^m-r^mb, 2mum*mm- 
z>mm®n&mb, 3)mmm^wimir^mmmm^&.^^m-r^mxh^x, * 

mtr^m^m^i^^un^mmm^^^^xh^o 
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[i] v&mm&mmRVffiMm^m-rzmt, 

[5] itfjfc}*^^^^ oc^/nr/vn-^, T5/7Vl^/W<^yw— b^y^- 
RS (^K^ybRS)&T>>-^^^^ 

hz> > w^is i ~4ov N-r tt^^i mmm^v^m mum* 

:^,V:n;Ky^~(;^K7^bLD)a^ 
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